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THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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Responsive to communication(s) filed on 17 December 2003 . 
2a)[gl This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 
Drawings 

1 . In response to applicant's amendment of 12/17/2003, the examiner has removed prior 
drawings objection. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-9, 13-15, 18-25, 29-34, 36, 39, 42 and 46-55 are rejected under 35 U.S.C. 102 
(b) as being anticipated by Paltieli (U.S. 5,647,373). 

Note in figures 1, 4 and 5-6 a needle guide enabling the physician to get to the target as 
close as possible having all the limitation of claims 1, 46-49, 52 and 55, including: the segment 
of item 42 can be characterized as a first arm (42) that arranges to support the penetrating 
member (5). A first drive mechanism (25) couples to the first arm (42); and wherein the 
penetrating member (5) proximal portion disposes in the target area, thereby translating the 
penetrating member proximal portion towards the target area. Note: The introductory statement 
of intended use and all other functional statements have been carefully considered but are 
deemed not to impose any structural limitations on the claims distinguishable over the Paltieli 
reference which is capable of being used as claimed if one desires to do so. 

Regarding claims 2 and 3, wherein the first arm (42) rotates to support the penetrating 
member (5). A second drive mechanism (45) couples to the penetrating member to cause the 
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penetrating member to rotate about a long axis; and wherein the first (25) and second (45) drive 
mechanisms are configured so that rotating of the penetrating member is independently 
controlled. 

Regarding claims 4 and 5-6, wherein the first (25) and second (45) drive mechanisms are 
configured so as to rotate of the penetrating member with different rotational speeds. 

Regarding claims 7 and 8-9, wherein the second arm (43) couples to the first drive 
mechanism (25). The second arm (43) further includes a guide mechanism (fig. 2) which has the 
penetrating member (5); and wherein the guide mechanism is capable of guiding differently 
sized the penetrating member (6). 

Regarding claims 13 and 14-15, wherein the first drive mechanism (25) includes a screw 
(23) coupled to the first arm (42); and wherein the first drive mechanism (25) includes a motor 
(45) coupled to the screw; wherein the first arm (42) translates in one of the direction responsive 
to the direction of rotation of the motor. 

Regarding claims 18 and 39, wherein a controller (32) arranges to select and control the 
first and second drive mechanisms. 

Regarding claims 19-20, wherein the controller (32) includes a plurality of pre- 
established penetrating member (5) from an initial position to the target area. 

Regarding claims 21-22, wherein the controller (32) rotates of the penetrating member 
(5) and also to arrange to rotate the penetrating member with different rotational speeds. 

Regarding claims 23 and 24-25, wherein the controller (32) translates the penetrating 
member in a back and forth manner; the device further includes a sensor (labeled in col. 2, lines 
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64-67 and col. 3, lines 1-5); and wherein the penetrating member is capable of performing any 
one of injecting therapeutic agents into the target area (col. 3, lines 8-41). 

Regarding claims 29,50-51 and 53-54, wherein a first arm (42) arranges to support the 
penetrating member (5). A first drive mechanism (25) couples to the first arm (42), thereby 
translating the penetrating member proximal portion in a direction towards the target area; and 
wherein the penetrating member proximal portion disposes in the target area. A second arm (43) 
couples to the first drive mechanism (25). A second drive mechanism (45) couples to the 
penetrating member (6) to cause the penetrating member to rotate about a long axis. Note: The 
introductory statement of intended use and all other functional statements have been carefully 
considered but are deemed not to impose any structural limitations on the claims distinguishable 
over the Paltieli reference which is capable of being used as claimed if one desires to do so. 

Regarding claims 30-31, wherein the first (25) and second (45) drive mechanisms are 
configured so as to rotate of the penetrating member with independently controlled. 

Regarding claims 32 and 33-34, the first (25) and second (45) drive mechanisms are 
configured so as to rotate of the penetrating member with different rotational speeds; and 
wherein the second arm (43) includes a guide mechanism (fig. 5) which includes the penetrating 
member (5). 

Regarding claim 36, wherein a screw (23) couples to the first arm (42); a motor (45) 
couples to the screw (23); and wherein the first arm (42) translates in one the direction 
responsive to the direction of rotation of the motor. 

Claims 1-6 and 46-47 are rejected under 35 U.S.C. 102 (b) as being anticipated by 
Stoianovici et al (WO 98/36688). 
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Stoianovici et al show in figures 1-3, a device having all the limitation of claims 1 and 
46-47, including: a first arm (39) arranges to support the penetrating member (7). A first drive 
mechanism (37) couples to the first arm (39); and wherein the penetrating member (7) proximal 
portion disposes in the target area, thereby translating the penetrating member proximal portion 
towards the target area. Note: The introductory statement of intended use and all other 
functional statements have been carefully considered but are deemed not to impose any structural 
limitations on the claims distinguishable over the Stoianovici et al reference which is capable of 
being used as claimed if one desires to do so. 

Regarding claims 2 and 3, wherein the first arm (39) rotates to support the penetrating 
member (7). A second drive mechanism (fig. 1) couples to the penetrating member to cause the 
penetrating member to rotate about a long axis; and wherein the first and second drive 
mechanisms are configured so that rotating of the penetrating member is independently 
controlled. 

Regarding claims 4 and 5-6, wherein the first and second drive mechanisms are 
configured so as to rotate of the penetrating member (7) with different rotational speeds. 

Claim Rejections - 35 USC § 103 
3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 10-12, 35 and 43 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Paltieli (U.S. 5,647,373). 
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Regarding claims 10-12, 35 and 43, Paltieli fails to disclose the first arm and the second 
arm includes a detachable portion and a latching mechanism. It would have been obvious 
to one having ordinary skill in the art at the same time the invention was made to 
construct the Paltieli' device with the first arm and the second arm includes a detachable 
portion and a latching mechanism, since it has been held to be within the general skill of 
worker in the art to allow the operator to replace the needle conveniently and to prevent 
the needle being contaminated as a matter of obvious engineering choice. In re Larson, 
144 USPQ 347 (CCPA 1965); In re Lockart, 90 USPQ 214 (CCPA 1951). 

Allowable Subject Matter 

4. Claims 16-17 are allowed. 

Claims 26-28, 37-38, 40-41 and 44-45 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. The following is a statement of reasons 
for the indication of allowable subject matter: The prior art fails to disclose wherein the first 
drive mechanism includes a linear guide which to restrain motion of the first arm and a sliding 
member which is secured to the first arm. 

Response to Amendment 

5. Applicant's arguments with respect to claims 1,29,42 and 46 have been considered but are 
moot in view of the new ground(s) of rejection. Applicant is asked to please refer to the 
modified prior art rejection above wherein examiner addresses applicant's concerns regarding 
prior art rejections. For example, Note in figures 1, 4 and 5-6 a needle guide enabling the 
physician to get to the target as close as possible including: the segment of item 42 can be 
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characterized as a first arm (42), while item 43 is a second arm that arranges to support the 
penetrating member (5). A first drive mechanism (25) couples to the first arm (42); and wherein 
the penetrating member (5) proximal portion disposes in the target area, thereby translating the 
penetrating member proximal portion towards the target area. Note: The introductory statement 
of intended use and all other functional statements have been carefully considered but are 
deemed not to impose any structural limitations on the claims distinguishable over the Paltieli 
reference which is capable of being used as claimed if one desires to do so. 

Conclusion 

6. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Victor X Nguyen whose telephone number is (703) 305-4898. 
The examiner can normally be reached on M-F (8-4.30 P.M). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Milano can be reached on (703) 308-2496. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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